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DETAILED ACTION 

Election/Restrictions 

1. Claim 30 is withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected species, there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 1 1/27/06. 

Claim Rejections • 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1, 2, 15, 17 and 26-28 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US 4,463,755 to Suzuki. 

(claim 1) Suzuki still discloses a multilumen, unilimb breathing circuit comprising 
first 2 and second 5 conduits, each of the conduits having a proximal and a distal end 
(see Fig. 1), wherein the proximal end of the first conduit can be operatively connected 
to an inlet for respiratory gases via port 17, and the second conduit can be can be 
operatively connected to an outlet for respiratory gases via port 6, wherein the first and 
second conduits comprise pleated or corrugated tubing (col. 5, lines 26-39), the 
conduits being connected at their distal ends to a common distal fitting , wherein the first 
and second conduits meet the flow requirements for spontaneous or assisted 
ventilation, and wherein the distal fitting can be detachably connected directly to a 
patient interface consisting of a mask (see col. 1, lines 20-22; col. 14, lines 35-36). 



Application/Control Number: 10/777,772 Page 3 

Art Unit: 3731 

(claim 2) The first and second conduits have a common proximal fitting, as seen 
in Fig. 6. 

(claim 15) Fig. 1 shows the first and second conduit comprising pleats or 
corrugation having wavelengths that are proportional in size. 

(claim 17) The first conduit is contained within the second conduit, see Fig. 1 . 
(claims 26-28) Suzuki teaches an anesthesia system (col. 1, line 14). 
Claim Rejections ■ 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

6. Claims 4, 5, 8, 9, 11, 12, 16, 18, 20 and 29 are rejected under 35 U.S.C. 103(a)" 
as being unpatentable over Suzuki in view of WO 85/05277 to Clawson et al. 

(claim 4) Suzuki teaches the first and second conduits formed from corrugated 
tubing (col. 5, lines 26-39) but is silent with regards to the conduits being able to retain 
its shape after axial extension or contraction, wherein the first conduit will expand or 
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contract in length with corresponding axial expansion or contraction of the second 
conduit. 

However, Clawson teaches a multilumen, unilimb breathing circuit comprising a 
first 108 and second 110 conduits; wherein the conduits are formed from pleated or 
corrugated tubing that is capable of retaining its shape (page 5, first complete 
paragraph); and wherein the first and second conduits have common proximal and 
distal ends (Fig. 4) so that when the second conduit is expanded or contracted, the first 
conduit will simultaneously expand and contract along with the second conduit. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the device of Suzuki to use the corrugated tubing 
of Clawson because using Clawson's corrugated tubing eliminates the need of stocking 
and shipping breathing circuits of different lengths (page 3, second paragraph). 
Clawson's corrugated tubing can be increased or decreased to a desired length without 
cutting or substitution. 

(claim 5) Suzuki teaches the first and second conduits having a common 
proximal fitting (Fig. 6) and a common distal fitting (Fig. 4). Therefore, the modified 
breathing circuit of Suzuki/Clawson will also have a first and second conduits sharing a 
common proximal fitting and a common distal fitting. 

(claims 8 and 9) It would be inherent that axially extending or contracting the 
modified breathing circuit of Suzuki/Clawson would also adjust the volume within the 
first or second conduit; i.e., a shorter tubing would have less volume than a longer 
tubing. 
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(claims 1 1 and 12) Clawson teaches the first or inner conduit made of the 
corrugated tubing that can retain its shape. Therefore, the modified first conduit of 
Suzuki/Clawson could have a longer length that the second conduit when the first 
conduit is not constrained by the mutual fittings since the first conduit could be extended 
to a retained length and the second conduit could be contracted to a shorter, retained 
length. 

(claim 16) The combination of Suzuki/Clawson discloses the claimed invention 
except for the conduits having a resistance to flow of less than about 6 cm H20 at flow 
rates of up to about 60 l/min. However, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to arrive at the recited ranges, since it 
has been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges involves only routine skill in the art. In re 
Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). Furthermore, it would be 
obvious to arrive at the recited ranges since Suzuki teaches a device used for providing 
breathable gases to a patient. 

(claims 18 and 20) Suzuki teaches the first conduit contained within the second 
conduit and being coaxial therewith (Fig. 1). 

(claim 29) Suzuki teaches an anesthesia system (col. 1, line 14). 
7. Claims 21, 25 and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Suzuki in view of US 5,778,872 to Fukunaga et al. 

Suzuki teaches all the limitations of the claims but is silent with regards to the 
proximal fitting having at least two lumens with filters. However, Fukunaga teaches a 
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similar unilimb breathing circuit having a proximal fitting with two lumens having filters 
(158,168). Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the proximal fitting of Suzuki to include the 
two filters taught by Fukunaga because it prevent other components connected 
proximally of the filter from contamination by patient expiratory gases. 

Suzuki also teaches the circuit for use in an anesthesia system (col. 1 , line 14). 

8. Claims 22 and 32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Suzuki in view of Clawson et al. and in further view of US 5,778,872 to 
Fukunaga etal. 

The above combination of Suzuki/Clawson teaches all the limitations of the 
claims but is silent with regards to the proximal fitting having at least two lumens with 
filters. However, Fukunaga teaches a similar unilimb breathing circuit having a proximal 
fitting with two lumens having filters (158,168). Therefore, it would have been obvious 
to one of ordinary skill in the art at the time the invention was made to modify the 
proximal fitting of Suzuki/Clawson to include the two filters taught by Fukunaga because 
it prevent other components connected proximally of the filter from contamination by 
patient expiratory gases. 

Suzuki also teaches the circuit for use in an anesthesia system (col. 1 , line 14). 

Double Patenting 

9. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
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from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

10. At least claims 4 and 5 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1 and 5 of 
copending Application No. 10/942,230. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the structural limitations recited 
in the instant application are also recited in the copending application. 

For example, claim 4 of the instant application and claim 1 of the copending 
application both recite a multi-lumen, unilimb breathing circuit comprising a first and 
second conduits, each having a proximal and distal ends, wherein the distal end is 
attached to a patient interface, and wherein the axial extension or contraction of the 
distal end of the second conduit causes a corresponding axial extension or contraction 
of the distal end of the first conduit, wherein the second conduit is capable of retaining a 
second conformation, and wherein the first conduit will expand or contract along with 
the second conduit. The difference between the claims lies with the terminology used to 
recite each structure and how they relate to each other. However, this subtle difference 
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in claim terminology would be obvious to one of ordinary skill in the art because the 

cited structures of either claims are similar. 

With regards to claim 5, see claim 5 of the copending application 

This is a provisional obviousness-type double patenting rejection because the 

conflicting claims have not in fact been patented. 

Response to Arguments 

1 1 . Applicants arguments filed 1 1/27/06 have been fully considered but they are not 
persuasive. 

The applicant argued that Suzuki fails to teach a pleated tubing because the 
tubing of Suzuki is not capable of retaining its expanded or contracted length or shape 
after axial expansion and contraction. However, it is noted that the features upon which 
the applicant relies (i.e., retaining shape) are not recited in the rejected claim(s) under 
35 USC 102. Furthermore, the broadest reasonable interpretation for the limitation 
"pleated" is "folded" (www.m-w.com). Therefore, the corrugated or folded tubing of 
Suzuki is viewed as pleated tubing. 

12. In response to applicant's argument that the examiner's conclusion of 
obviousness is based upon improper hindsight reasoning, it must be recognized that 
any judgment on obviousness is in a sense necessarily a reconstruction based upon 
hindsight reasoning. But so long as it takes into account only knowledge which was 
within the level of ordinary skill at the time the claimed invention was made, and does 
not include knowledge gleaned only from the applicant's disclosure, such a 
reconstruction is proper. See In re McLaughlin, 443 F.2d 1392, 170 USPQ 209 (CCPA 
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1971). In this case, Clawson's corrugated tubing eliminates the need of stocking and 
shipping breathing circuits of different lengths (page 3, second paragraph). 
In response to applicant's arguments regarding the unexpected result or commercial 
success of the instant invention, the applicant is reminded that evidence for secondary 
arguments must be provided in an affidavit or declaration format. The arguments of 
counsel cannot take the place of evidence in the record. In re Schulze, 346 F.2d 600, 
602, 145 USPQ 716, 718 (CCPA 1965). Furthermore, the argument regarding 
commercial success and unexpected result of the invention does not overcome the 
rejection over Suzuki in view of Clawson because the teaching reference, Clawson, 
discloses that having corrugated tubing that can retain it's shape eliminates the need of 
stocking and shipping breathing circuits of different lengths. 

Conclusion 

13. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 



4695. The examiner can normally be reached on M-F (8:00-4:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan T. Nguyen can be reached on (571) 272-4963. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



examiner should be directed to Darwin P. Erezo whose telephone number is (571) 272- 
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Examiner 
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